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2 Jane Street
Suite 207

Torontor Ontario, Canada
M6S 4tU3

Oc~ober S, 1!399

TMckets Management Branch (HFA - 305)
rood & Drug Administration
5630 Fishers Lane
Room 1061
R12ckVil]e,WI, 20E152

Dear Sir/Madam:
R@: Dc.xkeLNumber (9nN-1215)

My letter is in response to the recent FDA proposal t.a Ci.dxlge

regula~icms for fm=i~ establishment registrations and .Listings.
The most mx!cmt proposal IFJc?uld require establishments to register
wiLh the FDA and then to obtain and identify a US age:lt. 3X
latter requirement will cause hardship for small companiefi~;~;~’~ias
my own. My company may not bc able ~o bear t-hefinmcial kurikn
of yet another licence or registration fee.

T was contacted by a number of firms and/or individuals affcrinq
to regiBLer ‘Ianagent” when this proposal was f’i.rs~made. T li=KC?

was to be a registration charge and then an annual fcc--Lhfs was
~n additicm to any actual work done for an inquiry from tkc FDA
that Lhc agent would be m!spansible fog.
My company is small and QXEOY%S only two products to the L71i.:e~
States (bcLh are clas~i.fied as type 11 but almost LypE I in
possible risk nr dysfunction). I doubt that I would ev~x z~a~iy
need an agent to represent my company when I read abc’JLVJIEE d=

agenb’s r&spcnusibilitywould be. I want.my company to survive and
t.obe able Lo serve the loyal customers that we have. I alsc hope
that I will eventually be able to introduce more prcdums tc. ~he
marketplace.

L have two suggestion=:
Tf a company is 9rnall, as defined by total sales cr numker of

people employed, one agent could represent many of tncse Qmall
companies and then the shared costs would be minimal.

.

Another arrangement would have small companies provide Lh& F3A
with a toll-free phone number and a contact perscn witk.iu t~le
company who spoke perfect English. There would be no cost 7.C t:he

FDA and any information would be readily available. Alsct,u ~’xall
company would not have to pay yet another fee. I prefer the second
option.
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I understand that the ??IAdeals wiLh numerous prcducts +=’-~rtcd
frozn many different wmpani e~ WhCEe employees may nnz ;Gpnak

.....>%

English. However, if the proposal applied to a snail r::~cpzxly
located in an English speaking country, the FDA wcuid be al.”.+rn
satisfy its requirements at a minimal charge to th~ con!~xy.

In summary, T would appreciate a more simple and less ~:stly
arrangement. T hope you will voice my concern and Y wa~ld bc happy
LO hear of other proposals that may have been imggested-

Yours sincerely,

n L2+J

rJa M. Saksun, M.D.
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